Recommendation of Division Directors
Negotiated Due Dates

Decision #: 529432 Registration #: 9480-RU Petition #:

|:| See page 2 for additional registration entries

Chemical Name: Hydrogen Peroxide

Fee Category: A540 PRIA Decision Time Frame: 5 mohths

Submitted by: Terria Northern Branch: ocsppioppiaD Date: 09/11/2017

Company: Professional Disposable International (PDI)

Original PRIA Due Date: 11/06/2017 Proposed New PRIA Due Date: 12/06/2017

Previous Negotiated Due Dates:

Is the “Fix” in-house? [O]Yes [ ] No [ ]n/a If not, date “Fix” expected:

Negotiated Due Date Reason:
|:| Product Chemistry |:| Toxicology |:| Acute Tox |:| Environmental

[O] Efficacy [ ]Ecological [ ] Residue [ ]other

Additional Data Required

|:| Product Chemistry |:| Acute Tox |:| Efficacy |:| Residue |:| Toxicology

[ ] Environmental [ ]Ecological [ ] Labeling [ ]Other [ ] Not Submitted

Data Deficiencies

Late Risk Assessment |:| Human Health |:| Ecological

Interim Consideration @ Agency Initiated |:| Registrant Initiated

|:| CSF |:| Public Process |:| Risk Issues Environmental |:| Risk Issues Human Health
[ ]impurities Review [ ] Label [ ] Administrative-FR Notice [0 ] Other — Comment Field
Summary of Deficiency Type(s): |:| Not Submitted (N) |:| Deficiencies (D)

Product Chemistry:[ ] Acute Tox:[0] Efficacy:[ ] Labeling:[ ] Ecological Data:[ | Other (describe)| ]

Describe Interactions with Company (describe when contacted and company’s response including

response to previous negotiated due dates):

On June 1, 2017, the Agency notified PDI requesting a two month time extension due to the number of product performance studies
(55) submitted in support of the proposed product, Project Flash Spray. June 2, 2017, the registrant agreed to a one month time
extension.

“75 Day” Letter sent?[ | Yes, Date sent [ ]No and reason for none? Add comments on page 2

Rationale for Proposed Due Date; Volume of efficacy studies

Registrant notified that this is the last negotiation? [ ] Yes [0] Not Applicable

Approve: 0] Disapprove: [_|

If disapproved, action to be taken:

OD or DOD Signature:  cn=richard Keigwin/OU=DC/O=USEPA/C=US Date:  g/1312017




Decision #: 229432

Registration #:

9480-RU

Petition #:

Issue(s) (describe in detail):

Administrative action: Request to extend science review timeframe due to volume of efficacy studies.

Comment(s):




Audit Trail for

Recommendation of Division Directors Negotiated Due Dates

PDF Name: PRIAV5.pdf
Form Number:PRrIiA
Document Identifier: PRIA-17254113501-TN
SUBMITTED on 09/11/2017 at 11:46:30 AM by CN=Terria Northern/OU=DC/O=USEPA/C=US
APPROVED on 09/13/2017 at 10:38:21 AM by CN=John Hebert/OU=DC/O=USEPA/C=US
APPROVED on 09/13/2017 at 04:09:27 PM by CN=Steve Knizner/OU=DC/O=USEPA/C=US
APPROVED AND COMPLETED on 09/13/2017 at 04:11:37 PM by CN=Richard Keigwin/OU=DC/O=USEPA/C=US
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